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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

/ - If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 1 1 February 2005 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration: 

5) K Claim(s) 1-20 is/are allowed. 

6® Claim(s) 21.25-27.31 and 32 is/are rejected. 

7) E0 Claim(s) 22-24 and 28-30 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 0 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 21, 25, 26, 27, 31 and 32 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for " the treatment of some 
diseases modulated by cannbinoid ", does not reasonably provide enablement for " all 
and any diseases, especially those yet to be discovered, modulated by cannabinoid ". 
The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use the invention commensurate in scope with 
these claims. 

The Office has recently taken the position that these type mechanism claims 
without limitation to the actual diseases contemplated and reasonably enabled in the 
specification, are " reach-through" claims. They are holding them at a higher standard. 

Basically, the position is that these mechanism claims are not sufficiently enabled 
and that it is difficult to ascertain the metes and bounds of the use. 

Applicant can either amend these claims limiting them in Markush format to the 
actual diseases contemplated and sufficiently enabled such as those listed in Claim 23, 
or rebut the rejection. 

Likewise, claims 25 and 26 recite combinations drugs using functional language 
description such as " nicotine partial agonist, an apo-B/MTP inhibitor, an 1 1 B-hydroxy 
steroid dehydrogenase-1 inhibitor, etc., etc. ". This type functional language is indefinite 
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beyond the examples given and maybe a reasonable extention thereof, because it 
embraces millions of compounds yet to be discovered and which may or may not work. 
Hence, one of ordinary skill in the art would have to experiment unduly to determine 
what compounds fall under these functional descriptions and then if they would work. 

Applicant should limit these terms to a reasonable amount of compounds in 
Markush format which have been sufficiently enabled. 

Allowable Subject Matter 

Claims 1-20 are allowed over the prior art of record. 

Claims 22-24 and 28-30 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah C. Lambkin whose telephone number is 571- 
272-0698. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane, can be reached on 571-272-0699. 
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